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Remarks/Arguments 

1 . Claims 10-20 remain pending in the application after election without traverse. 
The Applicant reserves the right to pursue the subject matter of the unelected 
group. However, the Examiner's indication of Group II subject matter is 
narrower than the subject matter of Applicant's claims 10-20. More 
specifically, only claim 14 requires that the carrier be aloe barbadensis. 
Claims 11 and 16-18 have been canceled. Claims 21-24 are new. 

35 t/.S.C. §103 

2. The Examiner rejected claims 10-13 under 35 USC 103 as being 
unpatentable over JP 52070010 (abstract), JP 52144665 (abstract), JP 
07010777 (abstract), or Nilubol (example 1, claims). The Examiner alleges 
that each reference teaches that an extract of euphorbaciae is extracted with 
ethanol and water. The Examiner also writes that the Applicant's claimed 
percentages are not expressly taught by the references; but that it would have 
been obvious to one of ordinary skill in the art that one could use 50% (v/v) 
ethanol to water. The Examiner finally alleges that the amounts used of the 
extract is not defined in the claims since it is not clear what the amount of the 
euphorbaciae is relative to the whole composition thus giving the "1 mg/ml" 
no patentable weight. The applicant respectfully disagrees that the Examiner 
has made a prima facie case of obviousness or that the references can be 
combined to render the applicant's invention(s) obvious. 

3. The Applicant first notes that the Examiner appears to have misinterpreted 
the Applicant's claims. The Applicant's recitation of "1 mg/mL of 50% (v/v) 
ethanol to water" provides a reference point to characterize the reduced 
relative UV absorbance of the extract in the specified range - NOT to specify 
the organic solvent solution used to make the extract. More specifically, 
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because the claims do not address the organic solution used for making the 
extract, the relative concentrations of organic solvent(s) and water used to 
make the extract are irrelevant to the claims. Instead, the subject matter of 
the claim requires that; if 1mg of previously processed extract is introduced 
into 1mL of a 50%(v/v) ethanol/water solution, the composition will have the 
claimed absorbency. The Applicant requests that the Examiner examine the 
claims accordingly, and in light of the information that follows. 

4. To establish a prima facie case of obviousness; there must be some 
suggestion or motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill In the art, to modify the 
reference or to combine reference teachings; there must be a reasonable 
expectation of success; and the prior art reference (or references when 
combined) must teach or suggest all the claim limitations. MPEP 2143. The 
teaching or suggestion to make the claimed combination and the reasonable 
expectation of success must both be found in the prior art, not in applicant's 
disclosure. In re Vaec/c, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991). 
Moreover, if the proposed modification to the prior art would change the 
principle of operation of the prior art invention being modified, then the 
teachings are insufficient to render the claimed combination obvious. MPEP 
2143 VI, citing In re Raffi, 270 F.2d 810 (CCPA 1959). Finally, simply 
because prior art references can be combined or modified does not render 
the combination obvious unless the prior art also suggestions the desirability 
of the combination. MPEP 2143 III, citing In re Mills, 916 F.2d 680 (Fed. Cir. 
1990). 

Prima Facie 35 USC $103: All Elements Rule 
Claims 10-13. 15-20 

5. The Applicant's claimed invention is non-obvious in light of the references 
failure to disclose or suggest all the elements of the claimed invention. More 
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particularly, none of the references discloses the use of a Croton extract, with 
reduced UV absorbency, to treat or reduce opioid-induced complications or 
hyperalgesia. JP 52070010 does not disclose a (determinable) use. JP 
52144665 purports to disclose a extraction for treating peptic ulcers. JP 
07010777 purports to disclose use as a topical for reconstructing liniment for 
skin. Thus, none of the prior art references disclose the absorbency 
characteristics possessed by the Applicant's claimed extract nor the claimed 
uses. It follows that the references fail to support a case under 35 U.S.C. 
§103. 

Claims 13-20 

6. The Applicant's claims are also non-obvious in light of the second set of 
references cited in the office action. JP2000336024 purports to disclose a use 
of Croton extract for a cosmetic, bathing, or cleaning preparation. EP 897712 
teaches use of a topical Croton extract for revitalizing human hair. JP 
410231239 purports to disclose a use for inhibiting skin roughening. JP 
41 1139952 purports to disclose a skin-whitener. Zaveri and Fankhauser et al. 
allegedly disclose use of Aloe as a cosmetic. Again, none of the references 
discloses the use of a Croton extract, with reduced UV absorbency, to treat or 
reduce opioid-induced complications or hyperalgesia and cannot therefore 
support a case under 35 U.S.C. §103. 

References lack enablement - all rejections 

7. The cited references fail to suggest combination to render the Applicant's 
claimed inventions. 

8. A reference cited in an anticipation or obviousness rejection must enable one 
of skill in the art to make and use the claimed invention. See Transclean 
Corp. V. Bridgewood Services, inc., 290 F.3d 1364, 62 USPQ2d 1865 (Fed. 
Cir.2002); Bristol-Myers Squibb Co. v. Ben Venue Laboratories, Inc., 246 
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F.3d 1368, 1374,58 USPQ2cl 1508 (Fed. Cir. 2001); Chester v. Miller, 906 
F.2d 1574. 1577 n.2, 15 USPQ2d 1333, 1336 n.2 (Fed. Cir 1990); and see In 
re Wands, 858 F.2d 731, 8 USPQ2d 1400 (Fed. Cir. 1988). 

9. None of the cited references disclose the use of extracted Croton plant 
material having the claimed absorbency characteristics to treat the 
complications of opioid-induced complications or hyperalgesia. It follows that 
the references cannot also enable the claimed subject matter. See Elan 
Pharm,, Inc. v. Mayo Found. For Med. Educ. & Research, 346 F.3d 1051, 
1054, 68 USPQ2d 1373. 1376 (Fed. Cir. 2003) (It is settled law that the cited 
references must provide an enabling disclosure of the desired subject matter; 
mere naming or description of the subject matter is insufficient, if it cannot be 
produced without undue experimentation); MPEP 2121.01. Thus, even 
assuming that the references disclosed a Croton extract having the reduced 
relative absorbency, it would be improper to cite the references for the 
claimed use unless they also disclosed or remotely enabled such a use - the 
claimed utility may not be borrowed from the applicant's patent. Id. It follows 
that the cited references fail to enable the claimed invention. 

Conclusion 

10. Despite its desirable qualities, Croton latex in an unprocessed state is not 
amenable to topical applications. The Croton latex has a deep red color that 
stains skin and clothing with which it contacts. The Applicant has disclosed 
and claimed a novel and non-obvious Croton extract for novel and non- 
obvious uses. The Applicant has disclosed that one can process the Croton 
latex to remove a substantial amount of the color content, but retain certain 
desirable qualities. First, the Applicant has claimed that the Croton extract is 
useful for treating opioid-induced complications and/or hyperalgesia; and 
second, the Applicant has claimed the reduced color content of the Croton 
extract - this second element is reflected by the reduced relative absorbency 
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characteristics and/or proanthocyanldin content. The Applicant requests 
reconsideration of the claims. 

11. The Assignee believes it has responded to all the Issues raised by the 
Examiner's Office Action and requests reconsideration of the claims. 

Respectfully submitted, 
Ellis & Venable 
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